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Post Authorisation Assessments

Halothane-Vet 100% Inhalation Vapour, Liquid

 14 May 2018 Change in the address of a  manufacturer of the active 
substance used in the manufacture of the active 
substance.
Change in the address of the manufacturer of the 
finished product.
Change in the address of the manufacturer of the 
finished product.

 23 February 2017 Change in the name of a manufacturer of the finished 
product.

 16 October 2015 Change in the address of manufacturer of the active 
substance and finished product.

 07 May 2013 Change of name of manufacturer of the finished product
Change of name of site of manufacture and assembly of 
the dosage form
Change of name of manufacturer of the active substance
Change of name of Active Substance Master File 
(ASMF) holder

 28 July 2010 Replacement of a manufacturing site responsible for 
batch release of the finished product

 26 July 2010 Change of name of manufacturing site responsible for 
batch control and testing of the finished product
Deletion of a manufacturing site for QC procedures

 12 December 2008 Change of manufacturing site responsible for batch 
control and testing of the finished product

 13 November 2008 Change of name/address of a manufacturer of the active 
substance
Change of name and address of a manufacturer of the 
finished product
Addition of a supplier of a starting material used in the 
manufacture of the finished product

 31 July 2008 Update to section 4.11 of the SPC
 02 May 2008 Renewal
 09 October 2007 Change of manufacturer responsible for batch release
 31 July 2007 Replacement of the manufacturing sites of manufacture 

and assembly of the finished product
 21 March 2007 Change of legal category from P to POM-V

Changes to the SPC and Product Literature to bring in 
line with new legislation

 19 March 2007 Harmonisation of the SPC
 27 June 2006 Change of name of manufacturing site of assembly of the 

dosage form



VMD/L4/GAT/018/C

 10 March 2006 Addition of a manufacturing site of QC testing
Change of name of a manufacturer of the active 
substance
Change of name of manufacturer of the finished product
Deletion of a manufacturing site
Change of manufacturing site of batch release

 11 November 2004 Changes to the SPC and Product Literature to bring in 
line with new legislation

 21 April 2004 Renewal
 15 March 2002 Addition of a manufacturer responsible for assembly
 28 September 2000 Change of name of manufacturing site of the finished 

product
Deletion of a manufacturing site of assembly

 19 June 1998 Renewal
 29 September 1997 Change of type of non-sterile containers
 21 June 1995 Change to safety warnings

Change to storage conditions from ‘store at 8-15˚C’ to 
‘Store below 25˚C’


